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What Is The Purpose Of The Registry?

Research

Natural history

Rare events

Tracking product

Safety

Lobbying

Quality of care / standards
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Definitions

I A patient registry  is an organized
system that uses observational study
methods to collect uniform data
(clinical and other) to evaluate
specified outcomes for a population
defined by a particular disease,
condition, or exposure, and that serves
one or more predetermined scientific,
clinical, or policy purposes.

I The patient registry database describes
a file (or files) derived from the
reqgistry.

‘) CIBMTR]




We Need Data in Medicine

Med/Scientific
Community Payors Industry Patient

Assess trends ++ ++ +++ +
Determine efficacy  +++ ++ 4+ F4+
Track product +++ +++ ++ ++
Allocate resources ++ +++ +++ +
Monitor outcomes + 44+ + +4++

Multiple Stakeholders may use the same registry!
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International BMT Registry
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Established in 1972 to monitor and study outcomes
of bone marrow transplants

Maintains a database of clinical information on
recipients of autologous and allogeneic hematopoietic
stem cell transplants in ~500 centers in >50

countries

Collates basic data set on all patients in member
centers (registration) and comprehensive data
(research) on a subset

Provides scientific and statistical support for
analyzing those data

Primary purpose outcomes research
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IBMTR 1 1985
(1985 year of first major NIH funding)
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TRANSPLANTATION Vol. 9, No. §
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Ficure 1, Reported human bone marrow transplants from 1958 to 1968.

‘M Bortin Transplantation 1970 Vol.




Annual Numbers of Blood and Marrow

Transplantations, 1970 -2006 - Worldwide -
40,000~
—=== Allogeneic
_ 35000{ = Autologous
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SHORT HISTORY OF IBMTR / ABMTR

Clinical Trials

IBMTR
Methodology——

_ Technology assessmert
__ Risk factors
Descriptive analyses
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Technology assessment
Risk factors
Descriptive analyses
Study design
Data collection forms
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Evolution Leads To Complexity
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Someone Has To Own It!

Clinical Trials

IBMTR
Methodology——

Technology assessmert

__ Risk factors
Descriptive analyses
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Study design

Data collection forms
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Centralized Operations
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Structure and Governance
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* The BMT CTN Data and Coordinating Center is a collaboration of CIBMTR, NMDP and the EMMES Corporation.
Figure 1. CIBMTR Organizational Structure
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APatient and donor
perspective
AAssist in guiding
research agenda
ACommunicate
with non-medical
community
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Collaboration Between Different
Entities/Organizations

Electronic
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Statistical Data

Overall
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Pa

Money Issues

Cost ~ personnel and Data
Infrastructure / operations
Data acquisition
Technology

| Paper is cheap up front, electronic
data cheaper inthe long -term

Life cycle considerations
| Does the registry have a finite life?
| Data access in the afterlife?

Open access?
| Real-time or later?

Data = money
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Funding

Federal
Contracts
Industry
Hassle Contract
Factor Peer Rev
Grants
Industry
Unrestricted

Philanthropy

Amount of Funding
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Data and Privacy
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Which patients?

| All patients?

| All consenting patients?

| Selected or randomly selected patients?
You want to be able to update data

| Need a link between center and registry
database

|  What are you sending?
| Data+/ - tissue
I Who owns the data?

I Does the registry give the data back to the
center?

_—)
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Data and Consent

I Anonymous data

I De

-Identifled data

| Center sends with unique ID#
| Center knows ID#=patient name
| Data with Identifiers included

Patient consent
Higher risk of disclosure of

nersonal health information

| Usually still communicate with |D#
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Ethical / Legal Issues

| Transparency
| Consent
I Incentives are dodgy

I Require review of IRB policies and
Canadian regulations

| Should also pass the newspaper test

| If activity was described in the local
paper would it be viewed favourably?
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CIBMTR Data Available

Registration Database

| Basic (essential) information on consecutive
transplant recipients in participating institutions

I Age, sex, disease, disease stage and duration,
graft type and treatment, conditioning regimen,
posttransplant disease status, GVHD, survival,
cause of death, new cancers

Research Database

| Comprehensive patient, disease, treatment
and outcome data

Data elements selected to allow investigation
of Important issues in the field
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CIBMTR Data Validity

| Data dictionary
| Data review / cleaning
| Computerized
| E.g. transplant date after birth date
Y EGIE
Data up to date
| Calendar driven
| Carrots and sticks
Data audits
| All centers every three years
| All critical data elements
| Sampling of others
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Data Forms

| Data forms design is a difficult

| Data forms central to success or
failure of registry

| Leave nothing to interpretation
| Minimal free text options

| Comprehensive data manual to
accompany form

lfihel po | ine
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Technology Is Not Smart
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There Are Still Barriers To Overcome




